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Sir: 



This communication is responsive to the Notification of Non-Compliant Appeal Brief 
issued July 30, 2009. As the reply period is set forth as one month from the mailing date of the 
Notification, this response is timely filed on or before August 30, 2009. It is believed that no fee 
is due with the response. However, authorization is hereby given to charge any deficiency (or 
credit any balance) to the undersigned deposit account 19-0741. 

Pursuant to MPEP 1205.03, "[w]hen the Office holds the brief to be defective solely due 
to appellant's failure to provide a summary of the claimed subject matter as required by 37 CFR 
41 .37(c)(l)(v), an entire new brief need not, and should not, be filed. Rather, a paper providing a 
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summary of the claimed subject matter as required by 37 CFR 41 ,37(c)(l)(v) will suffice." 
Accordingly, a replacement "Summary of Claimed Subject Matter" is submitted herewith. 
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SUMMARY OF CLAIMED SUBJECT MATTER 

Independent claims 1 and 35-37 are to be argued in the brief. The relevant citation to the 
specification is shown in the parenthesis. 

Independent claim 1 reads as follows: 

1. A sterile, stable nanoparticulate dispersion {p. 1, 1. 7; p. 9, 1. 21} comprising: 

(a) a liquid dispersion medium {p. 16, 1. 28-p. 17, 1. 1; p. 17, 11. 4-5}; 

(b) nanoparticulate beclomethasone particles, nanoparticulate budesonide particles, or 
a combination thereof dispersed in the dispersion medium, the nanoparticulate beclomethasone 
and nanoparticulate budesonide particles having an effective average particle size of less than 
150 nm {p. 9, 11. 22-27; p. 11, 11. 13-15; p. 14, 11. 20-22, 27-29; p. 15, 11. 28-30; p. 16, 1. 28-p. 
17, 1.1; p. 17, 11. 4-5}; 

(c) tyloxapol as a surface stabilizer adsorbed onto the surface of the nanoparticulate 
beclomethasone and/or the nanoparticulate budesonide particles in an amount effective to prevent 
the aggregation of the nanoparticulate beclomethasone and/or budesonide particles {p. 1, 1. 6; p. 
9, 1. 23; p. 12,11. 18-19}; and 

(d) optionally, at least one secondary surface stabilizer adsorbed onto the surface of 
the nanoparticulate beclomethasone and/or the nanoparticulate budesonide particles {p. 9, 11. 24- 
25; p. 10, 11. 3-4; p. 11, 11. 13-14; p.12 , II. 29-30}, 

wherein the nanoparticulate dispersion is free from biological contaminants by sterile filtration 
with a filter having a pore size of 0.2 or less {p. 9, 11. 28-29; p. 20, 1. 23; p. 21, 11. 12-13}. 

Independent claim 35 reads as follows: 

35. A sterile nanoparticulate dispersion {p. 1, 1. 7; p. 9, 1. 21} consisting of: 
(a) nanoparticulate beclomethasone particles, nanoparticulate budesonide particles, or 
a combination thereof, the nanoparticulate beclomethasone and nanoparticulate budesonide 
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particles having an effective average particle size of less than 150 nm {p. 9, 11. 22-27; p. 11, 11. 
13-15; p. 14, 11. 20-22, 27-29; p. 15, 11. 28-30; p. 16, 1. 28-p. 17, 1. 1; p. 17, 11. 4-5}; and 

(b) tyloxapol as a surface stabilizer adsorbed onto the surface of the nanoparticulate 
beclomethasone and/or the nanoparticulate budesonide particles in an amount effective to prevent 
the aggregation of the nanoparticulate beclomethasone and/or budesonide particles {p. 1, 1. 6; p. 
9, 1. 23; p. 12, 11. 18-19}, 

wherein the sterile nanoparticulate dispersion is free from biological contaminants {p. 9, 
11. 28-29; p. 20, 1. 23; p. 21, 11. 12-13}. 

Independent claim 36 reads as follows: 

36. A sterile nanoparticulate dispersion {p. 1, 1. 7; p. 9, 1. 21} produced by a process 
comprising the steps of: 

(a) dispersing particles of budesonide, beclomethasone, or a mixture thereof in a 
liquid dispersion medium {p. 16, 1. 29-p. 17, 1. 1}; and 

(b) applying mechanical means in the presence of grinding media to reduce the 
average particle size of budesonide, beclomethasone, or a mixture thereof in the liquid dispersion 
medium to less than 150 nm {p. 14, 11. 21-22; p. 17, 11. 1-3}, and 

(c) sterile filtering the resulting nanoparticulate dispersion through a filter having a 
pore size of 0.2 \im or less {p. 18, 11. 7-8}; 

wherein the sterile nanoparticulate dispersion is free from biological contaminants {p. 18, 

I. 9}, and 

wherein tyloxapol is added to the liquid dispersion medium before or after milling {p. 17, 

II. 11-14}. 

Independent claim 37 reads as follows: 

37. A sterile nanoparticulate dispersion {p. 1, 1. 7; p. 9, 1. 21} produced by a process 
comprising the steps of: 
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(a) dissolving beclomethasone, budesonide, or a combination thereof in a solvent {p. 
17, 1. 23}; 

(b) adding the solubilized beclomethasone, budesonide, or a combination thereof to a 
solution comprising tyloxapol to form a clear solution {p. 17, 11. 24-25}; 

(c) precipitating the solubilized beclomethasone, budesonide, or a combination 
thereof having tyloxapol adsorbed on the surface thereof using a non-solvent {p. 17, 1. 26}; and 

(d) removing biological contaminants from the dispersion by sterile filtering the 
resulting nanoparticulate dispersion through a filter having a pore size of 0.2 ^m or less {p. 18, 11. 
7-8}, 

wherein the resulting composition of nanoparticulate beclomethasone, budesonide, or a 
combination thereof has an effective average particle size of less than 150 nm {p. 14, 11. 21-22}. 
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CONCLUSION 



For the reasons discussed above, Appellants respectfully request that the revised 
"Summary of the Claimed Subject Matter" be entered. 



Date: August 24, 2009 



Respectfully submitted, 



By 



FOLEY & LARDNER LLP 
Customer Number: 3 1 049 
Telephone: (202) 672-5404 
Facsimile: (202) 672-5399 



Michele Simkin 
Attorney for Appellants 
Registration No. 34,717 
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